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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

2. Claims 1-18 and 20 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention. 

The limitations of shrinking the swollen contact lens to within 5% of the functional 
size constitutes new matter, not supported by the specification as originally filed. 
Specifically, paragraphs 6, 9, 19 and 32 teach shrinking the contact lens back to "its 
function size". The specification does not teach shrinking to "within 5% of the functional 
size". Therefore, the limitations constitute new matter. The limitations of shrinking said 
swollen contact lens to within "5% of the original diameter size of the contact lens" is not 
supported by the specification as originally filed. Once again, the specification does 
not state that lens is shrunk within "5%" of the functional size or original diameter size. 
Consequently, the limitations of 5% constitute new matter, not supported by the 
originally filed specification. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
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The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

4. Claims 4 and 18 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 4 is indefinite because the "buffered aqueous salt solution is indefinite 
since it is ultimately dependent on claim 1 , which does not recite a buffered aqueous 
"salt" solution as part of the Markush group. Claim 1 recites a "buffered aqueous 
solution" and not a buffered aqueous "salt" solution. 

5. Claim 18 contains the trademark/trade name Etafilcon. Where a trademark or 
trade name is used in a claim as a limitation to identify or describe a particular material 
or product, the claim does not comply with the requirements of 35 U.S.C. 1 1 2, second 
paragraph. See Ex parte Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim scope 
is uncertain since the trademark or trade name cannot be used properly to identify any 
particular material or product. A trademark or trade name is used to identify a source of 
goods, and not the goods themselves. Thus, a trademark or trade name does not 
identify or describe the goods associated with the trademark or trade name. In the 
present case, the trademark/trade name is used to identify/describe soft contact lens 
and, accordingly, the identification/description is indefinite. 
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Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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9. Claims 1-13, 18, and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over O'Driscoll et al. (3829329). 

O'Driscoll teaches a method of cleaning contact lenses. In reference to claim 1 , 
O'Driscoll teaches swelling the contact lens with a 0.9% NaCI solution followed by 
shrinking with hydrogen peroxide (col. 9, lines 53-58). Fig. 3 clearly teaches that both 
the hydrogen peroxide and saline steps clean the contact lens. Specifically, Fig. 3 
teaches "Equilibration and washing out products with a Normal Saline solution". Fig. 3 
also teaches cleaning by oxidation using hydrogen peroxide. Additionally, col. 3, lines 

1- 10 teaches that the contact lens are made from polymeric materials (methylacrylate) 
which contain a certain amount of impurities which include methacrylic acid, and 
dimethyacrylate. In the absence of a showing of criticality, and since O'Driscoll teaches 
performing the same method steps as the instantly claimed invention and further 
teaches cleaning the contact lens by performing the hydrogen peroxide and saline 
steps, and further teaches that polymeric impurities are present on the contact lens, one 
would reasonably expect the cleaning steps of O'Driscoll, as described in Fig. 3 to 
further remove polymeric impurities present on the lens surface. In reference to claims 

2- 7, refer to Fig. 3. In reference to claim 9, refer to col. 10, lines 24-33. In reference to 
claim 1 1 , refer to col. 1 , lines 30-33. In reference to claim 12, Fig. 3 teaches osmotic 
swelling for 4 hours. In reference to claim 13, Fig. 3 teaches 200F, which is equivalent 
to 93C. In reference to claim 18, refer to col. 5, lines 5-7, 60-63. 

Re claims 1 and 20, O'Driscoll fails to teach swelling contact lens that is 5% or 
larger than the functional size or shrinking lens within 5% of the functional size or 
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shrinking the contact lens to within 5% of the original diameter size. However, one 
would reasonably expect swelling to be 5% or greater since O'Driscoll teaches 
expanding the core diameter of the lens to 35% and thickness to 23%. Additionally, 
paragraph 11 of the instant specification teaches swelling to include 10-60% of water 
content. O'Driscoll teaches swelling the lens to include a water content of 40-80%. 
Therefore one would reasonably expect the swelling of O'Driscoll to increase to at least 
5% increase of the functional size. One would reasonably expect shrinkage to be within 
5% of the functional size since O'Driscoll teaches reversing the effects of swelling using 
a 3% hydrogen peroxide solution. 

In reference to claim 8, O'Driscoll fails to teach the difference in ionic strength. 
However, it would have been obvious to a person of ordinary skill in the art to modify the 
method of O'Driscoll to include a difference in ionic strength in order to cause the 
swelling and shrinking of the contact lens. In reference to claims 10 and 20, O'Driscoll 
does not specifically teach expanding the core diameter by at least about 1mm. 
However, col. 10, lines 28-30 teaches that the core diameter expands 35% and the 
thickness expands 23%. It would have been within the level of the skilled artisan to 
modify the method to include increasing the diameter to 1mm since O'Driscoll teaches 
that the core diameter expands to 35% and the thickness expands to 23%. 
1 0. Claims 1 -3, 7-1 7, and 20 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Ayyagari et al. (W001/45868A1). 

Ayyagari teaches a method of pulsed extraction of residual materials from 
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contact lenses. Ayyagari teaches varying the concentration of the primary solvent and a 
co-solvent. As the amount of co-solvent increases, the lens swell. As the amount of co- 
solvent reduces, the lens shrink. Ayyagari teaches pulsed extraction cycle in which the 
co-solvent (IPA) begins at a lower first amount and then is increased to a second higher 
amount (swelling with 20%IPA) and then is returned to the lower first amount (shrinking 
with 5%IPA). During each pulse, the lens goes through one cycle of expansion and 
shrinkage. Re claims 1 and 20, Ayyagari teaches removing unreacted monomers by 
treatment with the IPA, as described on page 5, last paragraph. Claims 2-3 are met as a 
result of increasing the concentration of IPA during the swelling step. The limitations of 
claim 7 are met since Ayyagari teaches using an aqueous solution of IPA. In reference 
to claim 9, Table 1 shows varying degrees of expansion as a result of varying 
concentrations of IPA. In reference to claims 10 and 20, the limitations are met since 
Ayyagari teaches expanding the lens to 79% (Table 1 ). In reference to claim 1 1 , refer 
to Table 1 . In reference to claim 12, refer to page 9, Fig. 3. In reference to claim 13, 
refer to page 8. In reference to claim 14, refer to page 1 1 . In reference to claims 15-16, 
the limitations are met since Ayyagari teaches that diluents need to be extracted from 
the contact lens and further teaches extracting in a series of steps using supercritical 
fluid in combination with IPA. It is the combination of all of the extraction steps which 
result in the removal of diluents from the lens. Therefore, the limitations are met by 
Ayyagari. 

Re claims 1 and 20, Ayyagari fails to teach swelling that is 5% or larger than the 
functional size or shrinking the lens within 5% of the functional size or within 5% of the 
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original diameter. However, one would reasonably expect swelling to be 5% or greater 
than the functional size since Ayyagari teaches expanding the lens as the concentration 
of IPA increases and shrinking the lens back to its original state as the IPA 
concentration decreases. 

In reference to claim 8, Ayyagari fails to teach the difference in the ionic strength. 
However, it would have been obvious to a person of ordinary skill in the art to modify the 
method of Ayyagari to include a difference in ionic strength in order to cause the 
swelling and shrinking of the contact lens. In reference to claim 17, Ayyagari fails to 
teach contact lens which are tinted. However, it would have been within the level of the 
skilled artisan to include tinted lenses since Ayyagari teaches that any type of lens can 
be used for the extraction process. 

11. Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ayyagari 
et al. (WO01/45868A1) in view of Qui et al. (2004/018295). 

Ayyagari fails to teach the limitation of claim 18. Qui et al. teaches swelling 
and shrinking of contact lens (paragraphs 196-197). In paragraph 102, Qui teaches it is 
conventional in the art to manufacture biomedical devices (such as contact lenses) with 
materials made of Elastofilcon. It would have been obvious to a person of ordinary skill 
in the art to modify the method of Ayyagari to include Elastofilcon, as taught by Qui, 
which are used conventionally in the manufacture of contact lenses. 
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Response to Arguments 

12. The rejections of the claims, under 1 1 2, first paragraph, new matter, is 
maintained for the reasons set forth above. 

1 3. The rejection of the claims, under 1 1 2, second paragraph, is maintained for the 
reasons set forth above. 

14. Applicant argues that O'Driscoll fails to teach extracting excess materials which 
include unbound monomer, unbound polymer, and colorant. Applicant's arguments are 
unpersuasive for the following reasons. In the absence of a showing of criticality, and 
since O'Driscoll teaches performing the same method steps as the instantly claimed 
invention and further teaches cleaning the contact lens by performing the hydrogen 
peroxide and saline steps, and further teaches that polymeric impurities are present on 
the contact lens, one would reasonably expect the cleaning steps of O'Driscoll, as 
described in Fig. 3 to further remove polymeric impurities present on the lens surface. 
Furthermore, Fig. 3 clearly teaches that both the hydrogen peroxide and saline steps 
clean the contact lens. Specifically, Fig. 3 teaches "Equilibration and washing out 
products with a Normal Saline solution". Fig. 3 also teaches cleaning by oxidation 
using hydrogen peroxide. Furthermore, the title of O'Driscoll et al. is directed to 
"Method of cleaning soft hydrophilic contact lens". 

1 5. Applicant argues that Ayyagari fails to teach exposing the lens to a first liquid 
comprising of a saline solution, an organic solvent, deionized water, and buffered 
aqueous solutions and then a second liquid comprising of a saline solution, an organic 
solvent, deionized water, and buffered aqueous solutions. Applicant's claim is so 
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broadly interpreted to include pulsing a liquid, wherein the liquid is IPA, which reads on 
an organic solvent. Applicant argues that Ayyagari fails to teach the limitations of 
claim 3. Re claim 3, the limitations are met as a result of increasing the concentration of 
IPA during the swelling step. Specifically Ayyagari teaches increasing the IPA to 20% 
and then reducing the IPA to 5%, therefore, the ionic strength of the first liquid (20% 
IPA) would be greater than the ionic strength of the 5% IPA solution. 
16. Applicant argues that the prior art fails to teach etafilcon A. Applicant's 
arguments are unpersuasive. Claim 18 recited etafilcon, which is a trade name, the 
generic terminology being soft contact lens, as evidenced by Hydrogel Lens Materials, 
1 999. Further, refer to paragraph 1 02 of Qui. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharidan Carrillo whose telephone number is 571-272- 
1297. The examiner can normally be reached on M-W 6:30-4:00pm, alternating 
Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Barr can be reached on 571-272-1414. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Sharidan Carrillo/ 

Primary Examiner, Art Unit 1792 
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